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DETAILED ACTION 



This action is in response to amendment/argument filed on 06/ 30/08. Currently, claims 
1 - 21 , 23 - 24, & 28 are pending in the instant application. Claims 22 & 25 - 27 are 
cancelled. 



Response to Arguments 



Applicant's arguments with respect to claims 1 -27 have been considered but are 
moot in view of the new ground(s) of rejection. 



Claim Rejections - 35 USC § 103 

1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which the subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 
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3. Claims 1- 21, 23 -24 & 28 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Hickle (US 2004/0129273 A1) in view of Albertelli (US 
2005/0165304 A1). 

Regarding claim 1, Hickle substantially discloses a bite block (50, Fig. 3) & 
[0005] comprising a generally annular body (60, Fig. 3) & ([0028], line 15) adapted to 
be inserted into the mouth of a patient so as to maintain the upper and lower teeth of 
the patient in a spaced apart relationship ([0028], lines 1-6) and define an endoscopic 
passage (51, Fig. 3) for introduction of an endoscope into the oral cavity ([0028], lines 
1 - 4) of the patient, the bite block (50) including a gas delivery passage (63, Fig. 5) for 
delivery of a gas (i.e. oxygen) & ([0041], lines 35 - 36) to the oral cavity of the patient; 
and a gas distribution manifold detachably engaged with the bite block ([0038, lines 10 
-11), the gas distribution manifold comprising: at least one inlet port (66, Fig. 7) for 
receiving gas from a gas supply; at least one nasal outlet port (78, Fig. 7) in fluid 
communication with the inlet port (66) and adapted so as to direct gas to or toward the 
nasal passages of the patient; and an oral outlet port (78) in fluid communication with 
the inlet port (66) and configured such that when the gas distribution manifold is 
engaged with the bite block the oral outlet port is in fluid communication with the gas 
delivery passage. 

Hickle substantially described the invention as claimed except for an attachment 
means for attaching the manifold to the patient so as to hold the manifold in position on 
the patient when the manifold is disengaged from the bite block; and when the gas 
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distribution manifold is disengaged from the bite block and the bite block is removed 
from the mouth of the patient the oral outlet port is adapted to direct gas over or toward 
the mouth of the patient. 

However, Albertelli teaches a ventilation apparatus (Fig. 9) comprising a gas 
manifold (100) connected to a mouthpiece (where element 10 is located) via tubing 
63, a nasal mask (60, Fig. 8) via 61 as well as to a primer (80, Fig. 9) that produces a 
flow of air towards the mask same [0060], lines 11-12). In the event that the 
mouthpiece (where element 10 is located) is disengaged from the gas distribution (the 
tubing are detachable, refer to Fig. 7) manifold (100), the primer (80) is adapted to direct 
gas over or toward the mouth of the patient ([0060], lines 11-12). At the time of the 
invention, it would have been an obvious matter of design choice to provide an 
attachment means for attaching the manifold to the patient. The provision of an 
attachment means on the gas manifold , instead of on the bite block as shown by Hickle 
does not provide any unobvious result, and therefore, is not patentable over prior art. 

Regarding claim 2, Hickle discloses at least one nasal port comprising a pair of 
apertures (78, Fig. 7) arranged such that gas flowing from the apertures is directed 
toward the patient's nostrils from a position below the nose of the patient ([0039], lines 
8-11). 

Regarding claim 3, Hickle discloses the gas distribution manifold further 
includes a pair of tubular portions each adapted to extend at least partly into each nostril 
of the patient and defining two nasal outlet ports ([0031], lines 1 - 8). 
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Regarding claim 4, Hickle discloses at least one nasal port comprising a single 
elongate aperture (76, Fig. 7), the single elongate aperture extending laterally to the 
patient in use such that gas is delivered to both nostrils of the patient (as shown in Fig. 
7). 

Regarding claim 5, Hickle discloses the oral outlet port (78) is a generally 
elongate aperture extending laterally relative to the patient in use. 

Regarding claim 6, Hickle discloses the gas distribution manifold is detachably 
engaged with the bite block ([0038], lines 10-11) by at least one frangible portion 
([0039], lines 14-17) extending between the bite block and the gas distribution 
manifold. 

Regarding claim 7, Hickle disclose the bite block and the gas distribution 
manifold each further include respective cooperating engagement means configured 
such that the gas distribution manifold is detachably and attachably engageable with the 
bite block ([0038], lines 1 - 4). 

Regarding claim 8, Hickle discloses the respective cooperating engagement 
means comprise compliant interlocking formations integrally formed with the gas 
distribution manifold and the bite block ([0039], lines 14 - 17). 

Regarding claim 9, Hickle discloses the gas delivery passage comprising a first 
portion which is integrally formed with the annular body and defines a gas flow passage 
(51, Fig. 3) between the oral cavity and a front region of the annular body, and a second 
portion (52, Fig. 5) which provides a connection between the oral outlet port and the 
first portion, the second portion (52) having a distal end adapted to engage with the oral 
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outlet port to provide gas communication between the oral outlet port and the gas 
delivery passage. 

Regarding claim 10, Hickle discloses the gas delivery passage is of slot shape 
in cross-section with the longitudinal axis of the slot shape extending transverse to the 
axis of the annular body (Fig. 5). 

Regarding claim 11, Hickle disclose the gas delivery passage is integrally 
formed with the annular body and arranged such that when in use, the gas delivery 
passage is positioned superiorly to the endoscopic passage (Fig. 5). 

Regarding claim 12, Hickle discloses the gas delivery passage terminates in a 
rearward facing opening which is arranged so as to deliver gas toward the rear of the 
oral cavity (Fig. 5). 

Regarding claim 13, Hickle discloses the gas distribution manifold further 
includes a tubular connector (98, Fig. 4) extending from the inlet port, the connector 
having a distal end engageablc with a gas supply conduit. 

Regarding claim 14, Hickle discloses at least one obturator engagement 
formation integrally formed with the bite block, wherein the at least one obturator 
engagement formation provides an attachment point for an obturator member, the 
obturator member adapted to be used for depressing a patient's tongue to thereby 
provide improved access to the pharynx of the patient [0036]. 

Regarding claim 15, Hickle substantially described the invention as claimed, 
see rejection to claim 1 above; except for the endoscopic passage has a diameter of at 
least 20 mm so as to allow the passage of a 60Fr dilator there through. In addition, 
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Hickle discloses a bite portion (50, Fig. 3) may be constructed with any suitable 
dimensions, where the bit portions may be large for scopes and tubes [0028]. 
Therefore, it would have been obvious to one of ordinary skill in the art to construct a bit 
block with dimensions large enough to accommodate large medical devices, as for 
example, endoscopes. 

Regarding claim 16, Hickle discloses an outer surface of the annular body (60) 
includes a contact portion ([0028], lines 11-15) adapted to be engaged by the teeth of 
the patient when the annular body is operatively positioned within the mouth of the 
patient. 

Regarding claim 17, Hickle discloses a cushioning member is affixed to the 
contact portion ([0028], lines 15 - 18) so as to distribute the load imparted to the bite 
block by the patient's teeth. 

Regarding claim 18, Hickle disclose the bite block in includes an outer 
peripheral flange (64, Fig. 3) adapted to overlie the lips of the patient. 

Regarding claim 19, Hickle substantially described the invention as claimed, 
see rejection to claim 1 above, except for the bite block and the gas distribution 
manifold are formed from a resilient polymeric material. In addition, Hickle discloses the 
bite block is constructed from a flexible material by injection molding ([0027], linesl - 6) 
is an equivalent structure known in the art. Therefore, because these structures were 
art-recognized equivalents at the time the invention was made, one of ordinary skill 
would have found it obvious to substitute one for another. 
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Regarding claim 20, Hickle substantially described the invention as claimed, 
see rejection to claim 1 above, except for the gas distribution manifold further includes 
an attachment means for securing the gas distribution manifold to the patient. 

However, Albertelli teaches a ventilation apparatus (Fig. 9) comprising a gas 
manifold (100) connected to a mouthpiece (where element 10 is located) via tubing 
63, a nasal mask (60, Fig. 8) via 61 as well as to a primer (80, Fig. 9) that produces a 
flow of air towards the mask same [0060], lines 11-12). In the event that the 
mouthpiece (where element 10 is located) is disengaged from the gas distribution (the 
tubing are detachable, refer to Fig. 7) manifold (100), the primer (80) is adapted to direct 
gas over or toward the mouth of the patient ([0060], lines 11-12). At the time of the 
invention, it would have been an obvious matter of design choice to provide an 
attachment means for attaching the manifold to the patient. The provision of an 
attachment means on the gas manifold , instead of on the bite block as shown by Hickle 
does not provide any unobvious result, and therefore, is not patentable over prior art. 

Regarding claim 21, Hickle discloses a gas distribution manifold for providing a 
gas to a patient, the gas distribution manifold comprising: at least one inlet port (66) for 
receiving a gas from a gas supply; at least one nasal outlet port (76) in fluid 
communication with the inlet port (66) and adapted to direct gas to the nasal passages 
of the patient; and an oral outlet port (78) in fluid communication with the inlet port (66) 
and adapted to direct gas over or toward the mouth of the patient; the gas distribution 
manifold being detachably engageable with a bite block via clip 67 having a gas delivery 
passage for delivery of a gas to the oral cavity of the patient; wherein the oral outlet port 
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(78) is configured such that when the gas distribution manifold is engaged with the bite 
block (50) the oral outlet port (78) is in fluid communication with the gas delivery 
passage if the bite block. 

Hickle substantially described the invention as claimed, except for attachment 
means for attaching the manifold to the patient so as to hold the manifold in position on 
the patient when the manifold is disengaged from the bite block and when the gas 
distribution manifold is disengaged from the bite block and the bite block is removed 
from the mouth of the patient the oral outlet port is adapted to direct gas over or toward 
the mouth of the patient. 

However, Albertelli teaches a ventilation apparatus (Fig. 9) comprising a gas 
manifold (100) connected to a mouthpiece (where element 10 is located) via tubing 
63, a nasal mask (60, Fig. 8) via 61 as well as to a primer (80, Fig. 9) that produces a 
flow of air towards the mask same [0060], lines 11-12). In the event that the 
mouthpiece (where element 10 is located) is disengaged from the gas distribution (the 
tubing are detachable, refer to Fig. 7) manifold (100), the primer (80) is adapted to direct 
gas over or toward the mouth of the patient ([0060], lines 11-12). At the time of the 
invention, it would have been an obvious matter of design choice to provide an 
attachment means for attaching the manifold to the patient. The provision of an 
attachment means on the gas manifold , instead of on the bite block as shown by Hickle 
does not provide any unobvious result, and therefore, is not patentable over prior art. 

Regarding claim 23, Hickle discloses the gas is delivered to the patient during 
recovery from anaesthesia ([0041], lines 1 -2). 
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Regarding claim 24, Hickle discloses the gas is an oxygen rich gas ([0041], 
lines 36 - 36). 

Regarding claim 28, Hickle discloses a method of delivering gas to a patient 
during and after an endoscopic procedure [0040] & [0041] using apparatus comprising 
a gas distribution manifold having a gas inlet port (66), a nasal gas outlet port (76), an 
oral gas outlet port (78), and a annular bite block (50) detachably connected to the 
manifold via clip 67, the method comprising the steps of: attaching the apparatus to the 
patient using the attachment means with the bite block located in the mouth of the 
patient; supplying gas to the patient via the gas inlet port, the nasal gas outlet port, and 
the oral gas outlet port; performing an endoscopic procedure on the patient while 
continuing to supply gas to the patient; removing the bite block from the patient and 
detaching the bite block from the manifold while leaving the manifold attached to the 
patient; and performing one or more further procedures on the patient or allowing the 
patient to recover while continuing to supply gas to the patient via the nasal gas outlet 
port and the oral gas outlet port. 

Hickle teaches all of the elements of the claimed invention; therefore the steps of 
attaching the apparatus to the patient using the attachment means with the bite block 
located in the mouth of the patient; supplying gas to the patient via the gas inlet port, the 
nasal gas outlet port, and the oral gas outlet port; performing an endoscopic procedure 
on the patient while continuing to supply gas to the patient; removing the bite block from 
the patient and detaching the bite block from the manifold while leaving the manifold 
attached to the patient; and performing one or more further procedures on the patient or 
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allowing the patient to recover while continuing to supply gas to the patient via the nasal 
gas outlet port and the oral gas outlet port would be obvious to one of ordinary skill in 
the art because they would have resulted from the use of Hickle. 

Hickle substantially described the invention as claimed, except for and 
attachment means for attaching the manifold to the patient. 

However, Albertelli teaches a ventilation apparatus (Fig. 9) comprising a gas 
manifold (100) connected to a mouthpiece (where element 10 is located) via tubing 
63, a nasal mask (60, Fig. 8) via 61 as well as to a primer (80, Fig. 9) that produces a 
flow of air towards the mask same [0060], lines 11-12). In the event that the 
mouthpiece (where element 10 is located) is disengaged from the gas distribution (the 
tubing are detachable, refer to Fig. 7) manifold (100), the primer (80) is adapted to direct 
gas over or toward the mouth of the patient ([0060], lines 11-12). At the time of the 
invention, it would have been an obvious matter of design choice to provide an 
attachment means for attaching the manifold to the patient. The provision of an 
attachment means on the gas manifold, instead of on the bite block as shown by Hickle 
does not provide any unobvious result, and therefore, is not patentable over prior art. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
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TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to OPHELIA HAWTHORNE whose telephone number is 
(571 )270-3860. The examiner can normally be reached on Monday - Friday, 7:30 AM - 
5:00 PM, EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Patricia Bianco can be reached on 571-272-4940. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Application/Control Number: 10/568,258 
Art Unit: 3772 



Page 13 



/Ophelia Hawthorne/ 
Examiner, Art Unit 3772 

/Patricia Bianco/ 

Supervisory Patent Examiner, Art Unit 3772 



